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Agenda 
• The Bottom Line 
• The Law and Legal Terms 
• Reviewing a “dietary supplement” entry 

(What is a dietary supplement?) 
• New Dietary Ingredients 
• Tainted Products 
• Claims 
• DS Labels - Class Participation 
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The Bottom Line 
• General Regulatory Paradigm 

– Very, very limited premarket review – No Premarket 
approval (New Dietary Ingredients) 

– No formulation standards 
– No product registration 
– No approval of claims 
– Manufacturer responsible for ensuring safety and 

compliance 

• Where to find Information 
– Statutes (15, 21 & 42 U.S.C) 
– Code of Federal Regulations (Title 21) 
– Guidances 3 



 

 
     

      
  

    
    

     
   

               
  

 

       
   

    
   

  
 

The Bottom Line 
•	 $34.9 Billion USD in 2013 – Industry (Nutrition Business Journal 2014) + 
•	 Industries within Industry (manufacturers, packagers, labelers, holders, 

distributors, and warehousers) + 
•	 Approximately 240 spiked products (2012-2014) + 
• 150 Million Americans taking Dietary Supplements + 
• only 40-50 NDINs annually + 869 NDINs total since DSHEA + 
•	 IOM estimated in 2004--1,000 new DS introduced each year. 

Only 4,000 products at the time of DSHEA passage. DSLD—43,460 + 
•	 Regulation accomplished by 20+ FTEs within DDSP = Low Risk? + 

Consumers should have access to dietary supplements that meet quality standards, 
that are free from contamination and are accurately labeled. FDA’s review of NDI 
notifications are an important preventive control mechanism to ensure that the 
consumer is not exposed to unnecessary public health risks in the form of new 
ingredients with unknown safety profiles. 
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The Law - Statutory Authority
 
•	 Federal Food, Drug, and Cosmetic Act (the Act)(21 U.S.C. § 301 et.

seq.) 
–	 Dietary Supplement Health and Education Act of 1994 (Pub. L.

103-417, 108 Stat. 4325) 
–	 Dietary Supplement and Nonprescription Drug Consumer Protection

Act (Pub. L. 109-462, 120 Stat. 3469)  … 760, 761 (AER Bill) 
–	 Farm Security and Rural Investment Act of 2002 (Pub. L. 107-171,

116 Stat. 135-527) 
–	 Food Allergen Labeling and Consumer Protection Act of 2004 (Pub.

L. 108-282, 118 Stat. 905) 
–	 Public Health Security and Bioterrorism Preparedness and 


Response Act of 2002 (Pub. L. 107-188, 116 Stat. 594)
 
–	 FDA Food Safety Modernization Act (Pub. L. 111-353, 124 Stat.

3885 
–	 Fair Packaging and Labeling Act 
–	 Public Health Service Act 5 



   
   

    
    

 
    

 
     

  
     

    
     

   
 

        
    

 

Major Dietary Supplement Provisions of the Act
 
•	 “Dietary supplements” are deemed (as food) 
•	 Defined “dietary supplement” [21 U.S.C. 321(ff)(1) section 201(ff)(1)] 
•	 Established requirement for “new dietary ingredients” [21 U.S.C. 350b

section 413] 
•	 The elements of how a food is determined to be safe are appropriate

for DS 
•	 There is an Adulteration (safety) standard specific to supplement

products and their ingredients 
•	 DSHEA specifically exempted FAP/GRAS provisions for DS – but

added new adulteration provisions [21 U.S.C. 342 section 402] 
•	 The Act has requirements for labeling and claims 
•	 Current Good Manufacturing (cGMPs) are provided for dietary 

supplements 
•	 Adverse events reports (AERs) must be kept and serious AERs

reported to FDA within 15 days 
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What Can FDA Use? 
•	 cGMPs 
• SAERs 
• Labeling, Facility Registration, etc. 
• New Dietary Ingredient Notifications 

(NDINs) 
* 	NDIs are the only premarket preventive 

control with respect to the regulation of 
dietary supplements 
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Reviewing a “dietary supplement” entry 

 Is it a dietary supplement? 
 Does it contain legitimate dietary ingredients? 
 Are there any “new dietary ingredients” for which 

a notification is required? 
 Does it have acceptable identity and “supplement 

facts” labeling? 
 Are there disease or structure/function claims in 


labeling?
 

NNFA - National Nutritional Foods Association, NNFA List of Dietary Supplement Ingredients In Use Before October 15, 1994 (April 26, 
1996). Docket No. FDA-2005-P-0259 [Document ID: FDA-2005-P-0259-0012]. 

Council for Responsible Nutrition, CRN List of Dietary Ingredients “Grandfathered” Under DSHEA (September 1998). Docket No. FDA­
2005-P-0259 [Document ID: FDA-2005-P-0259-0010]. 
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What is a dietary supplement?
 

–	 Defined in section 201(ff) of the Act (21 
U.S.C. § 321(ff)(1)) 

–	 “…a product (other than tobacco) 
intended to supplement the diet that 
bears or contains one or more...” dietary 
ingredients 
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“Intended to supplement the diet”
 

Supplement: “augment diet to promote 
health and reduce risk of disease” 
Diet:  “usual food or drink of man” 
 Intent is evidenced by representations made 

for the product 
Example:  Not include street drug

alternatives* (sec 505, 502 Act), oral
analgesics 

* 62 Fed. Reg. 30678, 30699-700 (June 4, 1997) 
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What are dietary ingredients? 
–	 Vitamin, mineral, amino acid 

– Not limited to “nutritionally essential”
 
–	 Herb or other botanical 

–	 The whole or any physical part of a plant 
–	 Dietary substance for use by man to

supplement the diet by increasing the total
dietary intake 

–	 Extract, constituent, combination, 
concentrate, metabolite of any of above 

11 



 
 

 

“Dietary substance for use by man” 
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“Dietary substance for use by man”
 

– Of or pertaining to the usual food or drink of 
man 
– Does not mean “any” substance 
– Not limited to US diet 
– Limited to human use 

– does not include Human tissue, pathogenic 
bacteria 
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What is a dietary supplement? 
–	 Intended for ingestion 

– US v. Ten Cartons Ener-B Nasal Gel, 888 F. Supp. 
381, 393-94 (E.D.N.Y.), aff’d, 72 F. 3d 285 (2d Cir. 
1995) 

–	 Pill, powder, capsule, liquid 
–	 Not represented for use as conventional food 

or meal replacement (not sole item of a meal 
or diet) 

–	 NOT INCLUDE certain approved drugs or 
investigational drugs 
21 U.S.C. § 321 (ff)(2) 14 



 
    

    
 

 
  

 
  

  
 

           
        

 

“Intended for Ingestion” 
Ordinary and plain meaning of “ingestion”
 
Take into stomach and gastrointestinal

tract enterally 
Not include: 

– External/topical products, patches 
– Mouthwashes, rinses 
– Nasal/inhaled products 
– Some sub-linguals and lozenges 
21 U.S.C. § 321(ff)(2) 
US v. Ten Cartons Ener-B Nasal Gel, 888 F. Supp. 381, 393­

94 (E.D.N.Y.), aff’d, 72 F. 3d 285 (2d Cir. 1995) 
15 



 
  

 
  

 
  

 
   

 

 
 

  
 
  

“Represented for use as conventional food”
 

 Not same as prior “simulate conventional food”

definition (i.e., “conventional food form”)
 

 Physical attributes not generally determinative 
• No reliance on a single criteria, case by case 

 Think “how is it used” or “what is it a substitute for” 
– Uses common or usual food name, such as snack, 

brownie, cookie, or beverage 
– Uses standardized food name 
– Uses label representations/pictures that suggest 

conventional food uses 
– packaged like a conventional food 
– used or represented as alternative to a food 

16 



 
 

 

“Represented for use as conventional food”
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“Represented for use as conventional food”
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What is Not a dietary ingredient?
 

Synthetic copy of a component of a plant 
Most newly synthesized chemicals 
Pathogens, contaminants and most bacteria
 
Metabolite (without evidence) 
Most approved new drugs and many

investigational new drugs 
[21 U.S.C. § 321(ff)(3)] 
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Approved/Investigational Drugs
 

Does not include an article that is an 
– Approved drug, antibiotic, biologic 
– Authorized investigational drug, etc.
 

UNLESS 


Marketed as food/dietary supplement 
before such authorization or approval 

– 21 U.S.C. § 321(ff)(3) 
20 



  

   
   

    
 

 
 

  
 

 

New Dietary Ingredients 

–	 Defined in section 413 of the Act 
–	 How they fit under the Act is defined in 

201(ff) 
–	 Not marketed in the US before October 15, 

1994 [413 (d) DEFINITION] 
–	 Some require notifications before they can 

be lawfully marketed 
–	 No authoritative list of grandfathered 

dietary ingredients 
21 



  

 
 

 
  

 
     

  
 

 
   

NDIs:  What to Submit?
 

•	 Who submits? Manufacturer or 
distributor. 

•	 Must be filed at least 75 days before the 
product is introduced into interstate 
commerce 

•	 Confidential for 90 days, then placed on 
the public docket (trade secrets, etc are 
redacted) 

•	 Table of contents or fillable form (no 
electronic submission yet) 22 



   
   

     
 

     
  

    
  

   

          
   

NDIs and NDI Guidance to Industry
 

Notifications are not optional: A dietary
supplement marketed without a notification is
adulterated. 

The NDI provision represents a major safety
“gate”: there must be adequate evidence about 
the safety of supplements containing new 
dietary ingredients. 

FDA receives 40-50 notifications per year 

In actuality, only 600 NDIs out of 869 to date in
our database are unique. 23 



   

 
  

 
 

  
    

  
 

  

 
 

NDIs: Safety Responsibilities
 

• The manufacturer or distributor of a supplement
product is responsible for ensuring that it is safe 
before it is marketed in the U.S. 

– End of 413 (a)(2) - …..”that a dietary supplement
containing such dietary ingredient will reasonably be
expected to be safe” 

• FDA is responsible for taking action against any 

unsafe products after they are marketed in the 

U.S. 

24 



  
  

   
 

 

 
 

  
 

 
   

A dietary supplement containing 

an NDI is adulterated unless:
 

The dietary supplement contains only dietary 

ingredients that have been present in the food 

supply as an “article used for food” in a form in 

which the food has not been chemically altered
 

or 

The manufacturer or distributor submits a pre-
market notification to FDA that contains history of 
use or other evidence of safety establishing that the 
supplement “will reasonably be expected to be safe”
when used as recommended/suggested in the 
product’s labeling 

The Act § 413(a) 25 



  

   
  

  
   

 

  
  

 

New Dietary Ingredients 

–	 Adulterated by operation of law 
unless one of two conditions met: 
– Present in food supply as article 

used for food and not chemically 
altered 

– Has history of use or other 
evidence of safety AND party 
notifies FDA 75 days prior to 
marketing. 

26 



  

 
 

 
 

 
 

 
   

   
  

 

New Dietary Ingredients 

– How do you know? 
– You do not!! 
– Address on case-by-case basis (watch for 

new import alerts) 
– Emerging policy 
– Contact Cara Welch or Ali Abdel-Rahman 
– Prior detentions 

• Circumstances change rapidly 
• Chemical entities most eligible 
• Botanical/botanical extract unlikely 

27 



    
  

    
  

   
  

   
     

    
 

 
 

 

“Tainted” Product Categories 
•	 Weight Loss:  

– Japan Weight Loss, FrutaPlanta, 2 Day Diet 

•	 Sexual Enhancement: 
– Ten Hard Days, Man King, RegenArouse (for
 

females)
 

•	 Body Building: 
–	 Superdrol, 6-OXO, Trenadrol, X-Tren 

•	 Diabetes, BPH, Pain and arthritis, Sleep 
aids 28 



 
 

 
 
 

 
 

 
  

 
  

 
 

     
  

Hidden Ingredients 
•	 Prescription drug ingredients,

including controlled substances 
•	 Analogues of prescription drug 

ingredients 
•	 Unapproved scheduled controlled 

substances 
•	 Ingredients with an IND and under

clinical investigation 
•	 Novel ingredients that have never been 

studied in humans 
•	 Ingredients approved as drugs in other

countries 
•	 Ingredients that have been removed 

from the US market for safety reasons 
29 



 

 
  

                             

  

    

    

   

   

    

    

    

   

    

    

   

     
  

    

 
 

 
 

  
 

 
 
 

 
 

 
 

Sexual Enhancement Products 
(2012-2014) 

Hidden Ingredients 

*sildenafil – erectile dysfunction drug (Viagra) 

*propoxyphenylsildenafil – analogue of sildenafil 

*hydroxythiohomosildenafil – analogue of sildenafil 

*sulfoaildenafil — analogue of sildenafil 

dimethylsildenafil – analogue of sildenafil 

dimethylacetildenafil – analogue of sildenafil 

desmethylcarbondenafil – analogue of sildenafil 

noracetildenafil – analogue of sildenafil 

*tadalafil – erectile dysfunction drug (Cialis) 

aminotadalfil – analogue of sildenafil 

*thioaidenafil – analogue of sildenafil 

vardenafil – erectile dysfunction drug (Levitra) 

dapoxetine – not approved in U.S. (studied as antidepressant and approved 
in some countries for premature ejaculation) 

Examples: 

STUD Capsules 
Extenze Tablets 
X-Rock 
Firminte 
Libigrow 
Casanoa 
Night Bullet 
AFFIRM XL 
Super Cheetah 

*one of the six drugs identified in 2014  30 
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Weight Loss Products
 
(2012-2014)
 

Hidden Ingredients 


*1,3-dimethylamylamine (DMAA) -- not a dietary ingredient 

*sibutramine – controlled substance and obesity drug 
(withdrawn due to safety concerns) 

n-desmethylsibutramine – analogue of sibutramine 

n-di-desmethylsibutramine – analogue of sibutramine 

*phenolphthalein – cancer-causing risk 

ephedrine alkaloids – cardiovascular stimulant 

*fluoxetine – antidepressant 

triamterene – diuretic 

*lorcaserin—obesity drug 

*one of five drugs identified in 2014 

Examples: 

Ultimate Formula Bee Pollen 
Fat Zero 
Bethel 30 
Beautiful Slim Body 
Super Slim 
1 Day Diet 
Slim Max 
Be Inspired 



 

  
 

     

 
  

 
 

 
    

 
 

Labeling - Overview 

•	 General and nutrition labeling (21 CFR Part 
101) 
–	 21 CFR § 101.3(g) – Identity labeled as DS 
– Supplement Facts (mixing of (b)(2) and (b)(3) 

ingredients 
–	 101.9 (correct nomenclature), § 101.36 (ordering)
 
– 21 CFR § 101.15(c) product labels contain 

information in two languages but does not appear 
to repeat 

– AER label statement (domestic address/phone) … 
403(y) 

32 



 

  
 

   

    
  

 

Labeling – Overview Continued 

•	 General and nutrition labeling (21 CFR Part 
101) 
–	 Ingredient list 21 CFR § 101.4(a)(1) 
– Name and place of business of manufacturer, 

packer, or distributor 21 CFR § 101.5 
–	 Net quantity of contents § 101.105(a) 

33 



 

 

   
   

  
 

    
  

    
  

Requirements Unique to 

Supplements
 

•	 Iron warning statement - § 101.17(e) 
•	 Claim disclaimer statement - § 101.93(b-f) 
•	 “Dietary Supplement” statement of identity - § 

101.3(g) 
•	 § 101.4(h) – common or usual name, part of plant 

from which DI is derived 
•	 403(y) – Domestic Address or phone # for sAER 
•	 “Structure/function” claims pursuant to § 403(r)(6)
 

34 



 

   
  

 

  

 
 
   

 
 

 
 

Identity Labeling-- § 101.3 
§ 101.3 (g) - Must use term “Dietary supplement”

or authorized descriptive alternative that 
reflects ingredients (e.g., “energy 
supplement” for liquid dietary supplements 
intended to supplement the diet with 
ingredients that provide “energy”) 

§ 101.3(d) - Location of identity statement 
– Principal display panel 
– Bold type 
– Parallel to the base of package as designed to 

be displayed 
35 



    
 

   
 

  
   
   
 

 

 

§ 101.36 - Nutrition Labeling of
 
Dietary Supplements
 

Consistent with § 101.9 except: 

–	 Titled “Supplement Facts” 
–	 Can declare all dietary ingredients 
–	 May include source in facts panel 
–	 Special requirements for plant 

ingredients 

36 



 

  

   
   

 
  

 
 

  

“Supplement Facts”
 

Two sections in panel 
(b)(2) - Dietary ingredients having 

Recommended Daily Intakes (RDIs) or 
Daily Recommended Values (DRVs) (i.e., 
nutrients) 

(b)(3) - “Other” dietary ingredients 

37 



 

  
 

    
 

 
 

  
 

   
 
 
 

“(b)(3)” Other Dietary Ingredients
 
(RDI’s and DRV’s--not established)
 

– List by common or usual name — any order
 

– List quantitative amount by weight 
– Have footnote “Daily Value not established”
 

– Must state part of plant (English) 
– Common on usual name in Herbs of 

Commerce 
– Latin name if not in Herbs of Commerce 

38 



  
  

   
  

   
   

  
  

   

 

“(b)(2)” Nutrients Must List
 
(§ 101.36(b)(2))—RDI’s/DRV’s established)
 

Calories Dietary fiber 
Calories from fat Sugars 
Total fat Protein 
Saturated fat Vitamin A 
Cholesterol Vitamin C 
Sodium Calcium 
Total carbohydrate Iron 

39 



   

   

       
                               
                 
    

 

 

Voluntary (b)(2) Nutrients 

Only required if a claim is made or is added: 

– calories from saturated fat  Insoluble fiber 
– sugar alcohol Polyunsaturated fat
 
– monounsaturated fat Other carbohydrate
 

– soluble fiber Others w/ RDI/DV
 

40 



 

 
 

    
 

 
     

 
 

Information on Nutrients 

– Only if greater than “zero” 

amount
 

– Name 
– Amount (column or next to) 
– % Daily Values/RDI 
– Use adult values, but alternatives 


allowed based on intended use
 

41 



  

  
  

 
 

 
   

 

Source Information § 101.36(d)
 

– May be listed in the nutrition label 
“Calcium” (as calcium carbonate) 

– Or listed in the ingredient statement
 

– Not required to list twice 

42 



   

   
   

 
 

  

  
 
 

 

Proprietary Blends - § 101.36 (c)
 

– Use term “Proprietary Blend” or other 
descriptive/fanciful name 

– List Ingredients under heading in 
descending order 

– Linear or column format 
– Special requirements for extracts— 

§ 101.36(b)(3)(ii)(B) 

43 
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Other ingredients: Gelatin, lactose, magnesium stearate, 
microcrystalline cellulose, FD&C yellow No. 6, propylene
glycol, propylparaben, and sodium benzoate. 

Presenter
Presentation Notes
This is simply an example to demonstrate the listing of ingredients.



  

  
 

 
    

  
 

 
 

Exceptions In Regulation--§ 101.36(i)
 

– Type size and format for small
 
packages
 

– No need for nutrition labeling 
–Bulk form not for distribution to
 

consumers 

–Small business 

46 



 

  
 

 
  

 
       
      

 
 

Types of Dietary Supplement
 
Claims
 

•	 Prohibited Disease Claims 
•	 Permissible Health Claims 
•	 Permissible Structure/Function” Claims 

pursuant to § 403(r)(6) 
(unique to Dietary Supplements) 

•	 Nutrient Content Claims 

47 



   
   

    
  

  
   

 

 

Disclaimer Statement
 
(only required if structure/function claim exists)
 

This statement has not been 
evaluated by the Food and Drug 
Administration. This product is note 
intended to diagnose, treat, cure, or 
prevent any disease. 

48 



 

  

 
 

 
  

    
 

  

“Structure/Function Final Rule” 

•	 January 6, 2000 Federal Register (65 
FR 1000) 

–	 defined the term “disease” 
–	 identified 10 criteria to assist defining

the term 
–	 Substantiation of the claim 

49 



  

    

  
  

  
 

 

 

“Structure-Function” Claims 

• Section 403(r)(6) & 21 CFR 101.93 
– classical nutrient deficiency disease 

AND discloses prevalence of disease 
– affect on structure or function 
– mechanism of affect on
 

structure/function
 

– describes general well-being 

50 



  

 
     

 
    

 
  

 

“Structure-Function” Claims
 

•	 May not claim to diagnose, treat, cure, or 
prevent any disease 

•	 Disease defined in 21 CFR 101.93(g) 
•	 See January 6, 2000 Federal Register 

(65 FR 1000) 

51 



 

   
 

  
 

 

 

Substantiation

 §(403)(r)(6)(B) 


•	 Claim must be truthful and not 
misleading 

•	 Must be supported by competent and 
reliable scientific evidence 

52 



  

  
 

  
 
   

 
 

Intent of the Rule
 

•	 Define universe of claims that are explicit 
and implicit disease claims 

•	 Not: 
– Apply to other FDA regulated
 

products
 

–	 Interpret other provisions of the Act 
–	 Define “appropriate” s/f claims 
–	 Address substantiation 

53 



 

 
 

  
  
  

   

 

Disease Claims Define the Product
 

Disease: 

“damage to an organ, part, structure, or 
system of the body such that it does not 
function properly…or a state of health 
leading to such dysfunctioning…” 

54 



  

  

 
 

 
 

 

2 Elements of the Definition
 

• “Damage…not function properly” 
– Damage = Direct evidence of damage; 

i.e., pathology 
– Not function properly = consequence 

of abnormal condition/damage 

55 



  

    
 

   
 

 

 

2 Elements of the Definition
 

•	 “State of health leading to such 
dysfunctioning” 
–	 Health related condition 
– Migraine, hypertension, psychiatric 

diseases 

56 



 

   
 

  
 

 
  

 

Definition is Broad
 

•	 Not limited to serious diseases 
•	 Includes signs/symptoms that do not 

require a drug or doctor 
– Act doesn’t distinguish minor vs 

serious 
–	 Congress was silent on this matter 

57 



  

 
  

 
     

  
   

 
 

Caveats of Disease Claims 

• Context is CRITICAL 
– Not always possible to draw a clear 

line 
– Need to consider all information in 

labeling and elsewhere 
– No claim is likely to be always or never 

appropriate 
58 



  

   
    

 
  

 

Caveats of Disease Claims 

•	 Claimed effects need not be “nutritional”
 

•	 Drug claims DO NOT equal disease 
claims 
– some drugs approved for s/f effects
 

59 



 

 
 

 
 

 
 

 

 

 
 

 
 
 

 

Class Participation - Claims
 

treat stimulate 
cure maintain 
prevent support 
diagnose regulate 
mitigate promote 

• Are verbs disease claims?? 

60 



 
 

  
   
    

  
   

 
  

 
 

Words as Implied Claims
 

• “Maintain normal or healthy” 
– How characteristic is it? 
– Linked to particular population? 
– Linked to deviations from normal? 
– Marker or symptom quantifiably linked 

to disease? 
• supports secretory IgA 
• supports NK cells 

– Context must limit scope of the claim 
61 



 
 

 
 

 

 

Class Participation
 

Labels
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Presenter
Presentation Notes
We think this is sufficient evidence of intended use to assert that it is a drug under 201(g)(1)(B).  However, because it is a foreign website, we would not assert that it itself is labeling that would support unapproved new drug charges.

Even if the product were not a drug, we could say the product is adulterated because it is a dietary supplement that contains two ingredients that do not appear to be dietary ingredients under section 201(ff)(1) and that are also not food.  Consequently, the product is adulterated because it consists in whole or in part of an article that is unfit for use as food (section 402(a)(3) of the Act.  The firm need to identify the species or origin of the embryos and the amniotic fluid and provide a basis upon which they concluded that they are dietary ingredients defined in section 201(ff)(1) and why the ingredients are not unfit for food.

If they do provide this information they would also have to notify the agency that the two ingredients are new dietary ingredients (section 413(a)(2) and 21 CFR 190.6).  Because no such notifications have been submitted to FDA, the product would be adulterated under 402(f)(1)(b).




 

 

 

 

 

  

 

 

 

 

 
 

     
    

 

 

 

  

 

 

 

 

 

 

 

  
   

     

 
   

     
  

 

 

Bonus Question 
Directions: Drink as 
directed. ….. Noni is a cool 
refreshing beverage that 
you can enjoy. 

Think what???? 

Diabetes Constipation 

Paralysis Stomach ache, Ulcer 

Obesity Cold, Tuberculosis 

Cancer Skin Diseases 

Blood Pressure Stress 

Headache; Toothache Menstrual Problems 

Arthritis Kidney Diseases 

Alopecia Allergy, Asthma 

Indigestion Nervous Weakness 

Heart Disease Lack of Immune Power 
Abdominal Pain Maintains testosterone 
Abdominal Pain from to normal levels 

Occasional Indigestion 82 



 
 
 

 
  

 

Thanks
 

• DDSP: Cara Welch, Acting Division Director
 
• ORA: Jason Humbert and Gary Coody 
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Questions about Regulations, Enforcement,
 
Advice on Dietary Supplements:
 

Contact the Division of Dietary Supplement Programs:
 

Cara Welch HFS-810 CPK1 (4D-024)
 
Cara.Welch@fda.hhs.gov (240) 402-1850
 

Constance J. Hardy@fda.hhs.gov (240) 402-2333
 
Constance Hardy HFS-810 CPK1 (4D-007)
 

5100 Paint Branch Parkway HFS-810 CPK1
 
College Park, MD 20740
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Clarify Legal Terms
 

• Act: A bill passed by both houses of 
Congress that has become law. 

• Statute: A law enacted by a legislature.
 
(once an Act is published in Statutes at
 
Large, they are the same as a statute.)
 

• http://govpubs.lib.umn.edu/guides/leg.phtml?faq=1 

86 
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Clarify Legal Terms 

• Law: The body of rules and principles governing 
the affairs of a community. Laws will appear in 
the U.S. Code. 

• U.S. Code: The U.S. Code is a compilation of all 
current law arranged by legal subject. 

• http://govpubs.lib.umn.edu/guides/leg.phtml?faq=1 
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Clarify Legal Terms 

● The Statutes at Large will reprint the 
Federal Food, Drug, and Cosmetic Act (the 
Act) exactly as it passed Congress, e.g.,
section 413 of the Act 

● In the U.S. Code will be found the elements 
of the Act under the appropriate title/subject,
e.g., 21 U.S.C. 350b New Dietary 
Ingredients or 21 U.S.C. § 350b 
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Clarify Legal Terms 

• Code of Federal Regulations: A regulation 
is developed after an enabling statute is 
created. Think of U.S.C. as the enabling 
law – what you are supposed to do – and 
the CFR as the regulation – how you are 
supposed to do it. 
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